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48. (New) The tissue graft according to claim 14 
wherein said tissue graft is cryopre served. 

49. (New) The tissue graft according to claim 14 
wherein said starting tissue is obtained from a bovine or 
porcine ureter. 



REMARK,q 

Reconsideration of this application and entry of the 
foregoing amendments are respectfully requested. 

Claim 14 has been revised to define the invention with 
additional clarity. Claims 1-13 and 15-46 have been 
cancelled and new claims 47^49 have been added. Support 
for recitation in claim 14 of decellularization with water 
or an aqueous hypotonic buffer can be found at page 4 of 
the application, second full paragraph. Support for the 
new claims can be found throughout the application, 
including in original claims 9 and 13 and in the Examples. 
That the claims have been amended/cancelled should not be 
taken as an indication that Applicants agree with any 
position taken by the Examiner. Rather, the revisions are 
made merely to advance prosecution and Applicants reserve 
the right to pursue any deleted subject matter in a. 
continuation application. 
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Claims 14, 3 8 and 39 stand objected to under 37 CPR 
1.75(c). Withdrawal of the objection is in order in view 
of the above-noted claim revisions. 

Claims 14, 38 and 39 stand rejected under 35 USC 
102(b) as anticipated by Bruchman et al . The rejection is 
traversed. 

Claim 14 is drawn to a tissue graft product from an 

ureter that is subjected to decellularization and nuclease 

treatment. The Examiner contends that column 1, lines 

19-33, of Bruchman et al teaches such a tissue graft. The 

only reference to a ureter seen in the cited portion reads: 

Attempts have also been made to replace 
arteries with tissues of nonvascular 
origin, including autologous or 
xenogeneic fibrous tissue tubes, bovine 
ureter, and grafts made from small 
bowel and pericardium. However, like 
the above grafts from vascular sources, 
these nonvascular biological grafts 
have provided only very limited 
success . 

M . Qthi jag is seen in the foregoing that would have been 
suggestive of a tissue graft produced from a ureter that 
has been decellularized and nuclease treated, as required 
by the instant claims. Clarification of the basis for the 
rejection or withdrawal of same is thus requested. 
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Claims 14, 38 and 39 stand rejected under 35 USC 
102(b) as anticipated by Knapp et al . The rejection is 
traversed. 

In rejecting the claims as anticipated, the Examiner 
refers to column 4, lines 48-56, of Knapp et al . This 
section makes reference to the use of submucosal tissue as 
a tissue graft for replacing/reconstructing damaged or 
diseased urothelial tissue. In column 1 of Knapp et al, it 
is stated that submucosal tissue can be obtained from 
various sources, 

including particularly intestinal 
tissue harvested from animals raised 
for meat production ... . 

Nothing is seen in the referenced section of Knapp et 
al of the presently claimed tissue graft which, as 
indicated above, has been decellularized and nuclease 
treated. Accordingly, reconsideration is requested. 

Claims 14, 38 and 3 9 stand rejected under 35 USC 
102(e) as anticipated by Tanagho et al . The rejection is 
traversed. 

In rejecting the claims over Tanagho et al, the 
Examiner directs attention to column 2, lines 16-22. This 
portion of the citation makes reference to an acellular 
matrix graft isolated from, for example, smooth muscle 
tissue such as ureter. 
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Tanagho et al refers throughout to the use of chemical 
and enzyme agents to release cellular components (see, for 
example, column 2, lines 33-35, and Example' 1) . This is in 
marked contrast to the present invention wherein lysis is 
effected using an osmotic effect. 

Applicants have found with other tissues that the 
claimed approach of effecting decellularization results in 
a product that is less antigenic than the product obtained 
using chemical poisoning, as taught by the citation. This 
reduction in antigenicity is clearly advantageous. 

In view of the above, reconsideration is requesed. 

Attached hereto is a marked-up version of the changes 
made to the claims by the current amendment. The attached 
page is captioned "jfersjon with Markir^g s To show gha^ g^a 
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This application is submitted to be in condition for 
allowance and a Notice to that effect is requested. 



MJW: tat 

1100 North Glebe Road 
8''^ Floor 

Arlington, Virginia 22201-4714 
Telephone: (703) 816-4000 
Facsimile: (703) 816-4100 



Respectfully submitted. 



NIXON & VANDERHYE, P.C. 




Mary J. Wilson 
Reg. No. 32, 955 
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ySBSION WITH MARK INGS TO SHOW CKAXlGH'^ fi J^I1^nv> 

IN THE CLAl; v^S. 

14. (Amended) A tissue graft [obtainable] produced 
by a [the] method [according to claim 1] comorisina ^ . ^ ^ 

^ y^ashinq 3 - Starting tissue obhain^r) f-ro^ ^ ^m '^^ 

PX ax^imal ur.^re r with a hi n^i,r-H^r., -^^Hi^^^^ ji^g aaent so fh;,^ 
ff^id starting tissue is d isinf <:»f; h^H , 

^ Ae . CeHularizinq the dlsi nf Rf-h^H ^■i r esulting 

^nom st^p (i) with wRrer or an ;grp i>aonf. h^rpr^i- -j ^ l;?n,ffrr 
fchat IVS^p rollR of said rii sinf ectP>rj tiami^ «o that a 
■t.lsBue matrix i, q formed. ^ . ^ H 

i - ii) conta cting said hia^,,^ m^^^^^^ — -i i l tina fr-nrp ■c!^>.p 

IljJ with a p,t?n1f>qpp fhrit nucleic a,rid ^apo^H=)^^^ ...j^i^ 
said hiaai^o m;=, trix ia • dearadP^f^ , anH 

i^^^ mS-hinq gai d tiRRue matrix r^(-^ p^^jr^q f-K-^f^ (ij-i) 

so that n^n.n^.- r.^ rlrl-n hi j, ,m| T ] 

aaj.d tis gue graft is produced . 

47. (Amended) The [method] tissue, graft according to 
claim [1] 14 whf^Tf-^p aa-i^ further [comprising] 

eSfflExissS, after step (iv) , sterilizing said tissue matrix. 
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48. (Amended) The [method] tlaaue a^^ft according to 
claim [2] ^4 wherein said ti^^ut^ qr^ff — i-rr-n-rprrrl 
[further comprising, after step (iv) , cryopreserving said 
tissue matrix] . 
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